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Art Unit: 1626 

DETAILED ACTION 

Claims 1-3 are provisionally rejected under obviousness-type double patenting. 
Claims 5 and 6 are also rejected under 35 (JSC 112, first paragraph. 

Information Disclosure Statement 

The information disclosure statements (IDS) submitted on 12/29/2006 and 
12/8/2007 are in compliance with the provisions of 37 CFR 1 .97. Accordingly, the 
information disclosure statements have been considered. 

Claim Objections 

Claims 2-6 are objected to as they depend from a rejected base claim (claim 1). 

Claims 5 and 6 are objected to under 37 CFR 1 .75(c) as being in improper form 
because each are improper multiple dependent claims. See MPEP § 608.01 (n). 

Applicant is advised to amend these claims. Suggested language to overcome 
this objection would include, ". . .at least one compound as claimed in any one of claims 
1 to 4 as effective component." 

Claim Rejections 

Obviousness-type Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 



2 



Application/Control Number: 10/594,994 
Art Unit: 1626 



Page 3 



by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



Claims 1-3, 5, and 6 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 6 and 15 of 
copending Application No. 11/847,593. 

Specifically, the '593 Application discloses 2-(2-difluoromethyl-6- 
ethoxybenzimidazol-1 -yl)-4,6-dimorpholino-1 ,3,5-triazine and 2-(2-difluoromethyl-4- 
methoxybenzimidazol- 1-yl)-4-(2,6-dimethylmorpholino)-6- morpholinopyrimidine at 
claim 6 and the same two compounds at claim 15. 

2-(2-difluoromethyl-6-ethoxybenzimidazol-1-yl)-4,6-dimorpholino-1,3,5-triazine 
reads on the genus of compounds disclosed in present claim 1 , as well as claims 5 and 
6 each of which depend from claim 1 . 

2-(2-difluoromethyl-4-methoxybenzimidazol- 1-yl)-4-(2,6-dimethylmorpholino)-6- 
morpholinopyrimidine reads on the genus of compounds disclosed in present claim 1, 
as well as the species identified in claim 3, and claims 5 and 6. 
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This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 
35 USC 112, first paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 5 and 6 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while enabling the treatment of human colon cancer, does not reasonably 
provide enablement for treatment of every malignant tumor. The specification does not 
enable the skilled artisan to make and use the invention commensurate in scope with 
these claims. 

Undue experimentation is a conclusion reached by weighing the factual 
considerations set forth by the Federal Circuit in In re Wands. 858 F.2d 731 , 737; 8 
USPQ2d 1400, 1404 (Fed. Cir. 1988). These factors include: 

1 ) Breadth of the claims; 

2) Nature of the invention; 

3) State of the prior art; 

4) Level of one of ordinary skill in the art; 

5) Level of predictability in the art; 

6) Amount of direction provided by the inventor 

7) Existence of working examples; and 

8) Quantity of experimentation need to make/use the invention based on content 
of disclosure. 



Claim 5 is drawn to, "An anti-malignant-tumor agent containing at least one 
compound as claimed in claims 1 to 4 as effective component." Claim 5 is interpreted 
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as any compound specified in one of claims 1 through 4 which acts as an agent against 
any malignant tumor. 

Similarly, claim 6 is drawn to "A pharmaceutical composition including at least 
one compound as claimed in claims 1 to 4 as anti-malignant-tumor active component 
together with pharmaceutically acceptable diluent or carrier." Claim 6 is interpreted as a 
pharmaceutical composition which contains any compound specified in one of claims 1 
through 4 which acts as an agent against any malignant tumor. 

The state of the prior art, level of ordinary skill, and level of predictability are not 
such that the skilled artisan could make and use the invention as recited in claims 5 and 
6. Applicant provided experimental data which is adequate to conclude that the 
compounds claimed are capable of treating a rat with human colon cancer in vivo, no 
data is shown pertaining to any other cancers in vivo. 

At pp. 19 and 20 of the specification, Applicant states: 

The compounds of the present invention were also 

effective in vitro tests us log colon cancox cells, 

fettBSSSi lutig cancer cells, human breast cancer cells or 
human prostata cancer calls sn-d th&rafors positively 

expected Is application of the compounds according to the 

present invention to treatment of various human solid 

However, cancer treatment is not so predictable. The skilled artisan could not 
expect that the in vitro tests using cancer cells other than human colon cancer would 
correlate to in vivo tests. The value of preclinical cancer models in predicting clinical 
utility is discussed at length in Voskoglou-Nomikos, et al., Clin. Can. Res. vol. 9, pp. 
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4227-4239 (2003). Essentially, certain preclinical cancer models may be predictive of 
clinical utility, while others may not. Predictability varies based on the type of preclinical 
model used and types of cancers tested. Furthermore, the state of the art is not such 
that any one compound is capable of treating all known malignant tumors. 

Accordingly, undue experimentation would be necessary in order to determine 
how to make and use the claimed compounds as suggested in claims 5 and 6, namely, 
for treatment of any malignant tumor. Applicant is advised that narrowing the scope of 
these claims to human colon cancer, as suggested in the specification, would overcome 
this rejection. 

For instance, claim 5 may be rephrased to recite, "An agent containing at least 
one compound as claimed in [any one of] claims 1 to 4, effective to treat human colon 
cancer." Likewise, claim 6 may be rephrased in a similar manner. 
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Conclusion 

Any inquiry concerning this Office Action should be directed to Michael P. Barker 
at (571)272-0303, normally reachable from Monday through Friday, 8 am to 5 pm. If 
attempts to reach the Examiner are unsuccessful, please try the Examiner's supervisor, 
Joseph K. McKane at (571)272-0699. 

Information regarding the status of an application may be obtained from the 
private or public PAIR system. Information about PAIR may be found at http://pair- 
direct.uspto.gov or 866.21 7.91 97. 

/MICHAEL BARKER/ 
Examiner, Art Unit 1626 

/Kamal A Saeed/ 

Primary Examiner, Art Unit 1626 
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